R esearch in osteopathic manipulative medicine (OMM) depends in large part on the ability to identify physiologic differences and improved clinical outcomes in treatment groups, compared with control groups and conditions. In clinical research, the reference standard is a double-blind, placebo-controlled, randomized clinical trial in which neither the investigator nor the study participant is certain whether the participant is receiving the treatment or the placebo. In OMM research, investigator blinding is very difficult to achieve because of the essential physical skills the investigator must use to provide osteopathic manipulative treatment (OMT); however, reliable and valid clinical outcomes can be obtained with participant blinding. In participant blinding, an OMT group is compared with a control or placebo group that optimally receives a sham therapy procedure involving positioning and physical contact similar to those used in the OMT group, except for the actual manipulation. An additional requirement for the design of sham therapy protocols is that they should be outcome neutral, plausible, unidentifiable, and reproducible. 1, 2 Depending on the dependent variable measured, the difference between outcomes for the treatment and control groups may be quite small. In these cases, a measurable difference may depend on whether or not the sham therapy exerted any effect per se.
To illustrate this potential for a sham therapy effect, Balon et al 3 used chiropractic manipulation as an adjunctive treatment for children with asthma. The sham therapy procedure used in their clinical trial involved a combination of soft-tissue massage, multiple changes in position, and distraction maneuvers such as soft pushes to the gluteal region and massaging of the ankles and feet, in addition to low-amplitude, low-velocity impulses applied to nontherapeutic areas so that no joint opening or cavitation occurred. Treatment, on the other hand, consisted Normalized low-frequency (LF) (0.04-0.15 Hz) and high-frequency (HF) (0.15-0.40 Hz) R-R interval spectral power to a sympathetic perturbation (a head-up tilt) after control, osteopathic manipulative treatment (OMT), or sham therapy. No statistically significant differences were identified when the control and sham therapy groups were compared, but significant decreases were noted when the OMT group was compared with the other 2 groups. Adapted from Henley et al 9 with permission from BioMed Central.
and the sham therapy measurements ( Figure 2C ). This finding was interpreted as denoting a shift in autonomic activity to a more parasympathetic or vagal tone when OMT was applied during a period of rest in the supine position. The LF:HF ratios noted for participants who received the sham therapy were not different from those noted for participants receiving the control intervention under study conditions. These data indicate that the sham therapy did not cause an effect of its own, as indexed by HRV. Thus, the sham therapy, which involved finger positioning similar to that used in application of the treatment but which did not include either soft-tissue kneading or application of tension, appears to satisfy the requirements of being a true placebo control.
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